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DETAILED ACTION 

Applicants' arguments, filed July 21, 2009, have been fully considered but tliey 
are not deemed to be persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following rejections and/or objections 
are either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Status of Claims 

Claims 1 and 5-12 are currently pending and under examination. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 5, 8, 9 and 12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Groh (US 5,863,943) in view of Tung et al (American Journal of 
Clinical Dermatology, 1(2), p. 81-88, 2000). 

Claims 1, 5, 8, 9 and 12 are drawn to an external composition comprising glycolic 
acid and polyethylene glycol and a method of chemically peeling the skin comprising 
contacting the skin with said composition. 

Groh teaches an aqueous composition comprising the alpha hydroxy acid, 
glycolic acid, and polyethylene glycol with a polymerization degree of 45,000, i.e. PEG 
45M (column 2, lines 12-28, column 4, lines 37-41 and Table 1). Groh teaches that said 
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composition useful in the topical treatment of skin disorders which alpha hydroxy acids, 
such as glycolic acid, are known to treat (column 1 , lines 7-54 and column 7, lines 20- 
22). Groh further teaches applying the composition directly to skin (claim 8). Groh et al 
does not explicitly teach composition having a pH of 1 .4 or less or a method of 
chemically peeling skin comprising contacting the skin with the composition. Tung et al 
teaches that glycolic acid peel products having pH values from 0.1-1 .4 are useful in 
chemical peel procedures for the treatment of acne when applied directly to skin (p. 87, 
left column, 1st and 2nd paragraphs). Therefore it would have been obvious to one of 
ordinary skill in the art to prepare the composition of Groh at a pH of 1 .4 or less and to 
practice method of chemically peeling the skin comprising contacting the skin with said 
composition, since this pH was known to be appropriate for chemical peel procedures in 
the treatment of acne and the composition of Groh was known to be useful in the 
treatment of conditions which glycolic acid is known to treat (e.g. acne), thus resulting in 
the practice of the instantly claimed composition with a reasonable expectation of 
success. 

Claims 6, 7, 10 and 11 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Duffy (US 5,703,122) in view of Tung et al (American Journal of 
Clinical Dermatology, 1(2), p. 81-88, 2000). 

Claims 6, 7, 10 and 1 1 are drawn to an external composition comprising glycolic 
acid and polyvinyl alcohol and a method of chemically peeling the skin comprising 
contacting the skin with said composition 
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Duffy teaches an aqueous composition comprising the alpha hydroxy acid, 
glycolic acid, polyvinyl alcohol and water (column 6, Example 1, claims 10 and 11). 
Duffy teaches that said composition useful in the topical treatment of skin disorders 
which alpha hydroxy acids, such as glycolic acid, are known to treat (column 6, 
Example 1). Duffy further teaches applying the composition directly to skin (column 3, 
lines 29-36). Duffy does not teach al does not explicitly teach composition having a pH 
of 1 .4 or less or a method of chemically peeling skin comprising contacting the skin with 
the composition. Tung et al teaches that glycolic acid peel products having pH values 
from 0.1-1 .4 are useful in chemical peel procedures when applied directly to skin (p. 87, 
left column, 1st and 2nd paragraphs). Therefore it would have been obvious to one of 
ordinary skill in the art to prepare the composition of Duffy at a pH of 1 .4 or less and to 
practice method of chemically peeling the skin comprising contacting the skin with said 
composition, since this pH was known to be appropriate for chemical peel procedures 
and the composition of Duffy was known to be useful in the treatment of conditions 
which glycolic acid is known to treat, thus resulting in the practice of the instantly 
claimed composition with a reasonable expectation of success. 

Response to Arguments 

Applicant arguments with regard to the previous 103 rejection of De Rosa are 
moot in view of the new grounds of rejection above, necessitated by Applicant's 
amendment. Applicant argues that Groh teaches away from the instantly claimed pH. 
This is found unpersuasive because although disclosed examples of Groh had a pH of 
4-6, this does not teach away from the broader disclosure of Groh, which suggests the 
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formulation of tlie composition (e.g. at an appropriate pH) for tlie treatment of otiier 
conditions in wliicli glycolic acid was known to be useful (see e.g. column 1 , lines 37- 
39) and, as noted above, glycolic acid compositions at pH of e.g. 1 .4 was known in the 
art to be useful for the chemical exfoliation of the skin. A reference may be relied upon 
for all that it would have reasonably suggested to one having ordinary skill the art, 
including nonpreferred embodiments. Merck & Co. v. Biocraft Laboratories, 874 F.2d 
804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989). Disclosed 
examples and preferred embodiments do not constitute a teaching away from a broader 
disclosure or nonpreferred embodiments. In re Susi, 440 F.2d 442, 169 USPQ 423 
(CCPA 1 971 ). Applicant argues that Groh does not teach or suggest the composition in 
the form of an aqueous solution. This is found unpersuasive because Groh teaches a 
composition comprising an aqueous solution (phase) comprising water, glycolic acid 
and PEG (see e.g. column 4, lines 37-41 ) and the open claim language of claim 1 , 
allows for additional components in the external preparation, e.g. an oil phase. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTOPHER R. STONE whose telephone number is 
(571)270-3494. The examiner can normally be reached on Monday-Thursday, 7:30am- 
4:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brandon Fetterolf can be reached on (571) 272-2919. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Application/Control Number: 10/520,037 
Art Unit: 1628 



Page 7 



CRS 

/Brandon J Fetterolf/ 

Primary Examiner, Art Unit 1642 



